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Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
10/13/2009 has been entered. 

Priority 

This application claims benefit from PCT/JP2005/04007 (filed 8 March 2005). 
This application also claims benefit from foreign application, JAPAN 2004-066218 (filed 
9 March, 2004). The instant application has been granted the benefit date, 9 March 
2004, from the foreign application, JAPAN 2004-066218. 

RESPONSE TO ARGUMENTS 
35 USC § 103 

The rejection of claims 1 and 5 under 35 U.S.C. 103(a) as being unpatentable 
over Harton et al. (Molecular and Cellular Biology, Sept. 2000; 20(1 7):61 85-61 94) in 
view of Lindqvist et al. (Trends in Genetics. 2002; S7-S13) and further in view of Otten 
et al. (Journal of Immunology. 2003; 170: 1150-1157) is withdrawn in response to the 
applicants arguments and/or claim amendments. The applicant's claim amendments 
and arguments have been fully considered and are persuasive. The applicant has 
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amended the claims. In addition, the examiner has provided an examiner's amendment 
to join the phenotype limitations from claim 5 to the structural limitations of the claimed 
transgenic animal of claim 1 . As amended claim 1 is not taught or suggested by the 
cited art, the claimed transgenic mouse or rat is non-obvious. Therefore, the examiner 
hereby withdraws the rejection of claims 1 and 5 under 35 U.S.C. 1 03(a) as being 
unpatentable over Harton et al. in view of Lindqvist et al. and further in view of Otten et 
al. 



EXAMINER'S AMENDMENT 

An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with James Armstrong on 12/8/2009. 

The claims have been amended as follows: 

1 . (Amended) A transgenic mouse or rat compr i s i ng whose genome comprises a 
foreign DNA, the foreign DNA furth e r comprising a type II collagen promoter, a BNA 
s ele ct e d from th e group cons i st i ng of MHC class II transactivator gene, an act i v e r e g i on 
of th e MHC c l ass II transact i vator g e n e , and a mutant MCH c l ass II transact i vator g e n e , 
sa i d mutant hav i ng a master sw i tch function for contro lli ng an express i on of the MHC 
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c l ass II g e n e s, and a type II collagen aw enhancer sequence for act i vat i ng transcr i pt i on 
of tho c l ass II transact i vator gono w i th an or i g i n of tho onhancor be i ng tho same as that 
of th e typ e II co ll ag e n promot e r , wherein said DNA is located under the control of said 
type II collagen promoter and enhancer , wherein administration of type II collagen to 
said transgenic mouse or rat at a dose of 0.01 mg to 0.05 mg two or more times results 
in presentation of pathologic conditions of human rheumatoid arthritis in said transgenic 
mouse or rat, wherein the pathologic conditions of human rheumatoid arthritis show the 
following pathologic conditions (1 ) to (6): 

(1) Joint swelling is observed in the whole body: 

(2) Joint swelling lasting for a week or more is observed: 

(3) Destruction, ankylosis, or deformity of bones in the extremities is observed; 

(4) Infiltration of lymphoid cells is observed: 

(5) Cartilage destruction and bone destruction due to formation of granulation 
tissue are observed: and 

(6) Joint deformity progresses through early stage (stage I) and moderate stage 
(stage II) . 

Claim 2-17. (Canceled). 
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Reasons for Allowance 

The following is an examiner's statement of reasons for allowance: 

The prosecution history provides evidence for allowability. 

Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 



Claim 1 is allowed. 



Conclusion 
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Examiner Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Scott Long whose telephone number is 571-272-9048. 
The examiner can normally be reached on Monday - Friday, 9am - 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach can be reached on 571-272-0739. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Scott Long/ 

Patent Examiner, Art Unit 1633 



